QUALA TOPICAL ANESTHETIC GEL- benzocaine gel
National Distribution & Contracting, Inc

Disclaimer: Most OTC drugs are not reviewed and approved by FDA, however they may
be marketed if they comply with applicable regulations and policies. FDA has not
evaluated whether this product complies.

Active Ingredients

Benzocaine 200mg (in each g)

Purpose
Oral Anesthetic

Use

For oral mucosal use only, as directed by dentist. For the temporary relief of pain due to
minor dental procedures.

Warnings

Methemoglobinemia warning: Use of this product may cause methemoglobinemia, a
serious condition that must be treated promptly because it reduces the amount of
oxygen carried in the blood. This can occur even if you have used this product before.
Stop use and seek immediate medical attention if you or a child in your care develops:
pale, gray or blue colored skin (cyanosis)

headache

rapid heart rate

shortness of breath

dizziness or lightheadedness

fatigue or lack of energy

Allergy Alert: Do not use on patients with a history of allergies to local anesthetics

such as procaine, butacaine, benzocaine or other "caine" anesthetics.

Do not use

e for more than 7 days unless directed by a physician. If sore mouth symptoms do not
improve in 7 days; irritation, pain, or redness persists or worsens; or if swelling, rash
or fever develops, see your physician promptly.

e for teething

¢ in children under 2 years of age

When using this product Avoid contact with eyes. If contact occurs, flush with
water.

Do not exceed recommended dosage. If more than used for pain is accidentally
swallowed, get medical help or contact a Poison Control Center right away.
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e Apply only amount needed to the oral mucosa to prevent or relieve pain.
NDC, Inc.,

e children under 2 years of age: do not use
flavoring, PEG 3350, PEG 400, sodium saccharin, water. May contain blue #1, green #3,

green #5, red #3, red #28, red #40, yellow #5, (tartrazine), yellow #6, as a color

additive.

If pregnant or breast feeding, ask a physician before use.

Store at 59°-86°F (15°-30°C). Protect from freezing.

Keep out of reach of children.

Other Information
Inactive Ingredients

Directions

L0k GB59HF

"BALIPPE JO[00 B 58

‘g MojjaA (auZRILED)

‘S MO| (B4 DR paU BTH paU
‘Eff paJ ‘o uaaud pi vaaud
T an|q WELCT AR Ja1EM
UBLYROES WNIPOS "O0F D3d
'NSEE 93d "Fuuase|4
siue|paibu) anjizou)

‘sARD ¢ Ul Bansdiul jou

ap SWajduAs yinow sdos

J usdisAd B Ag peoap
SSE[UN SARD § UBLYY BU0W JOy) -
A5N J0U 0]

“FONAYISIUE BUIED,
JBUID JO SUIEI0ZUSY ‘BulEIEINg
‘auiEIced sE Yans SIEUsaUE

‘Burzaaly woy) 1380044 (230 01 s=Eise jo Auoasy
(2,08 - §T) 4,98 -55 18 3u0ig 2 s Sjusned uo 350 10U o
UDBLLIGHY J3yi0 ey Ausgy
@5n jou op :afe jo Afiaua o soe| Jo anEne) «

sigad F 1apun uadpiya « s5RUpapEYIYE|
‘wied analjal 10 F5aU|ZIP -

0 Juanaud g esoonw
|20 33 03 papaau
junowe &uo Addy «

sudyaaag

“UBIP|IU JO YIDAI §O IND doay

"BSN aUnRG uemsiyd B yse
Buipasy jsoaeg Jo jupubiaed

REE U

JEIUED) QDT WOS|a

B 1323000 10 djay |2apa
128 ‘pamoy|ams A Rluapooe
1 ujed ol pIsh LB 2oL
|| ‘=Bes0p papuaLLILIGIa]
paaINa 10U O] Ua1EmM

LI, LS "SIN000 IE0a §|
“sada Y3 IDEICT plony
Janpoud sp Buisn uaym

afe jo
SIESA T 13pUn UaUpjiud ul -
Bunyrasy Joy
Apcucad uerwsiyd
Inod 3as ‘sdojasap
Jaaay o ysel "Bu) s
J] J0 ISUSSI0M JO 515150ad
ssaUpal Jo ‘uied ‘uonel|u)

BRI JO SFAUIOLS -
FE) LEay pidel «
AUYIEPED =
[sIsOUBAT) LIys
pasojos an)g Jo AeE Eed .
sdojanap 2123 nof
Ul pliys e Jo nod 4 uoguape
22023 S1BI DL Y225 pue

asn dols “auoeg nposd syl

RSN AAEY Mok )| Uaas INJo0
WEZ SIYL Poa)q Ayl u palLes
wadAxo Jo JUnowe ayy
saznpaJ 3 asnesaq Adwosd
palESI] 3 15N 1EY]
LDIpUOD SNOUES B RS
~UIgo|BoaL@aw asnes AR
Pnpoud syl o as JBujusem
eruaLIgoEowaYIan
sBujumy

‘sainpasasd |BjUap Jouiu a)
anp uied jo Jael Aeiodwsy

1i0g pEgusp Ag papalp
SE AIUO IS0 |ESOINLU |2I0 104

asn)

JBYISIUY [BID
asoding

[ yaes u)) Sw Oz SUEXOTUEE
Sjua|paubu; anipy

sjang Bnig

QUALA TOPICAL ANESTHETIC GEL

benzocaine gel




Product Information
Product Type HUMAN OTC DRUG Item Code (Source) NDC:43128-029

Route of Administration DENTAL

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
BENZOCAINE (UNIl: USRSY48JW5) (BENZ OCAINE - UNII:U3RSY48JW5) BENZ OCAINE 200mg inlg

Inactive Ingredients

Ingredient Name Strength
POLYETHYLENE GLYCOL 3350 (UNIl: G2M7P15E5P)
POLYETHYLENE GLYCOL 400 (UNIl: B697894SGQ)
SACCHARIN SODIUM (UNIl: SB8Z UX40TY)
FD&C YELLOW NO. 5 (UNII: 1753WB2F1M)
FD&C YELLOW NO. 6 (UNII: H77VEI93A8)
FD&C RED NO. 3 (UNIl: PN2ZH5LOQY)
FD&C RED NO. 40 (UNIl: WZB9127X0A)
FD&C BLUE NO. 1 (UNIl: H3R47K3TBD)
FD&C GREEN NO. 3 (UNIl: 3P30ONR601S)
D&C RED NO. 28 (UNII: 767IPOY5NH)
D&C GREEN NO. 5 (UNII: 8)6RDUSL9X)
WATER (UNIl: 059QFOKOOR)

Product Characteristics

Color red Score

Shape Size

Flavor CHERRY Imprint Code

Contains

Packaging

# Item Code Package Description Marketing Start Marketing End

Date Date
NDC:43128-029- 30 g in 1 JAR; Type 0: Not a Combination

1 30 Product 10/01/2019

Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date

OTC monograph not 356 10/01/2019

final

Labeler - national Distribution & Contracting, Inc (009831413)



Revised: 1/2022 National Distribution & Contracting, Inc
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